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DEPT OF wEALTIIAND i lUMAN ‘SERVICES 

T-264 P.O2/07 F-BfiE 

[ APPLICATION FOR A VARIANCE 1 F*mn Apv”@fJ No- !!mofm 

~.NAMEOFCOMPANY 

Fan Yang 
2 ADDRESS OF COMPANY (lncbae UP Ck=tq 

LUMAMSER ColorElurst, Beamburst Aqua 300, Beamburst Fushia 50 

D PRdDua f OR WrilCH A VARIANCE I$ REQUESTED 
J- A LASER DISPLA’I DEVICE 
-x- A PROJECTOR FOR A l,MiER LIGHT SnOW 
& A LASER LIGMT SnOVv 
_ OTHER (%w&> 

=.- f’RDJEffOPS AFZE INTENDED FOR SALE, l .mBE OR LOAN TO 
OTHER LASER LIGHT SHOW PRODUCERS 

a. PRODuCr is rNTEnDECs FOR USE IN A 
r PtANETARtUM OR OTHER DOME PROJECTION STRUCTURE 
r TMATER 
h OlSCOTHEQUE OR NIGHT CLUB 
I PAvlCION 
b INDOOR ARENA 
_ Ou-rDooR ARENA 
& MUSEUM 

_- OuTDDOP ENCLOSEI~ AREA 
_x OTHER (Sptx&-) Sct~ocr , Ctwc~, AcrOrlarum 

a PRQDUCT IS iNTErKM3.3 TO BE USED 
-AT ONLY ONE Irrrlw) LOCATION 

- 2 AT A VARlEfY OF flr.awQ LdcnTlONS 
_ OTHER ISpecrfy) 

1. PRODUCT IS MEFJDED TO BE USED AT AMY ONE &CATION 
rhw?EmAN75mwS 
4 MORE -f-N 5 BUT NOT MORE THAn 15 DAIS 
A LESS WN 5 DAYS 

Q- TOUR IS MENDED TO RUN FOR 
J,MOf?E THAN 6 MONTHS 
,&-l-s uowns 

-‘CLESSlkANl MONTH 
__ OTHER (S$=Md 

n. PRDDLK;T UTJUZES TtlE FOLLOINING LASER EFFECTS 
isi FRONT SCREEN PROJECTIONS 
z REAR SCREEN PRGJECTIONS 
_ HOLOGRAPHIC DISPv\YS 
& MULTIPLE REFLECTJONS 0nuw@ tlwnnels or cnffracnon effects1 
_ AUDtENCE SCnNNlJ’JG 
L REFLECTIONS FROM STATlOWRY MIRROR(S) OR 

MIRRORED SURFACES 
_ STATiONAPY IRRADIATION OF ROTATING MIRROP RA’ 1 ‘Q .  w.T-,- ,  

OR OTHER MIRRORED SrtAPES 
- SCANNING il?RADtiaTlON OF ROTATING MIRROR BALL(S) 

FIBER OPTIC PPOJECTIONS 
x FOG. SMOKE OR OTHER SCnrrERING EFFECTS 
__ OTmf% @peclrr 

8. 
LASER MEDlUM(Ar. M8-M. erc I 

GaALae DiodelOaW 
Argon Ion 

I. PEAIQ POWER Fvwnsl 
100 mW 
roomw 

I ,, I- 
9 If ANY lASER RADIATICIN IS Pu&ED OR SwNtD, GIVE THE PULSE DURATION AND RATE &MD SCANNING FREQUENCY AND 

AMPLITUDE 
DC4 KHZ, 080” optical X-Y scan 

10 REASON FOR REQUESTING VARIANCE 
fi COMPLIANCE WITH THE LIMITS OF 21 CFR 1wD V(c) WOULD RESTRICT THE INTENDED USE OF THE PRODUCT BEtAuSE 

‘33MPLlANCE WOULD UNIT TliE OUTPUT POWER TO THE EXTENT TMT THE DESIRED EFFECTB WOULD NOT BE 
SuC F lCfENTLY VISIBLE 

_ OTHER OR ADDITIONAL EXPUMUATION (SpmM 

FORM FM 3147 pm) 
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11 MANNER IN whlcn IT I$ PROPOSED To DEVIATE FW;)M ThE REQuIRE@&NTS OF TiiE APPI-IC~&LE STAN-D 
&IT IS PROPOSED Ted DEVIATE FROM THE PROVISi6FIs Of $1 CFR 1oao.i I (c) IN TwT THE ACCESSfBLE EMISSION LEVEL WOULD 

EXCEED THE ACCESSIBLE UHISS~ON ~l?-llTS OF CLASS I OR CcasS II 
- IT IS PROPOSED TCi DEVIATE FROM THE PROVISION OF 21 CFR 1040.1 I (c) AS FOLLOWS. 

12 ADVANTAGES TO BE DERIVED FROM SUCH DEVlATldN 
.,&USER LIGHT SHOWS AND DlSPmYS ARE ACCEPTED POPUCAR MEPIA IN ENTERTAINMENT ANP TtiE ARTS. USE OF POWER 

LEVELS IN EXCESS OF TIIE LIMITS IMPOSED BY 21 CFR m~0.11 (cl IS NECESSARY TO ACHIEVE THE REPulRED EFFECTS IN TnESE 
MEalA 

_ OTnEI? OR ADDITIONAL ADvAUTAGES m m m e  anu tap&n) 

13 EXPLAIN THE ALTERNATE MUONS OF RADIATION PROTECTiON TO BE PROvrDED {Cnoec 8s many bcwai as ispb- in m m  le -J?mwms’. 
Jueih~Ducgrrd-.uYngprortlcMISneprsslsr~ SPneanpuwmafnsdcafam &lNmeal uw wtlt De oserr.) 

a -&XL LASER PROOUCTS, SYSTEMS AND PROJECT’DRS vvicc 8E CERTIFIED TO COMPLY wlTr-121 CFR lIwD.10 AND THE CONDITIONS 
OF THIS VARIANCE AND WILL BE REPORTED AS REQUIRED EbY 241 CFR 1 W2 lo AND 1002.12 USING THE REPORTING GUIDES PRD- 
VIDEP FOR SUCH PURPOSE THESE ACTIONS WILL BE ACEOMPLISHED PRIOR TO ANY ~NTROC~JCT~ON INTO COMMERCE.  

D. e&EFFECTS NOT SPECiFiCALLY INDrCAfED IN THtS VARiANCE APPLICATION WILL NOT 5E PERFORMED, NO OTHER EFFECTS WILL 5E 
ADDED UNTIL AN AMENDMENT YO THE VARJANCE HAS BEEN OBTAVYEO AND THE REQuiREo REPORTS OR SIJPPLEMENTS, AS 
APPLICA5LE. HAVE BEEN SUBMITTED 

c. ~SCANNING. PRWECIIDN, OR REFLECTION OF LAFER AND COLLAT@+AL RADtATiON (~1Gti.r SHOW RADIATION) INTO AUDIENCE OR 
OTHER ACCESSIBLE UNCONTROLLED AR- WILL NOT 8E PERMiTTErJ EXCEPT FOR MFFUSE REFLECX~ONS PROuuCED BY THE 
ATMOSPHERE.  ADDED ATMOSPHERIC SCATTERlhD MEDIA. AND TARGR SCREENS. 

I- 
Q d, LASER RADJATION LEVELS IN EXCESS OF THE LIMITS OF CUISS i WILL NOT BE PERMlTT&D AT ANY POINT LESS THAN 3.0 METERS 

ABOVE ANY SURFACE UPON WHICH PERSONS OTf-JER Tt@IU OPERATORS. PERFORMERS.  DR EhfPLOy EEs ARE PERMlmD TO 
OR 2 5 METERS BELOW OR IN lATEl%U SEF’ARnTlON FROM ANY PLACE WhENE $&Q-I PERSONS ARE PERMITTED TO BE 

I 

Ol’@RATORS, PERFORMERS.  AND EMPLOYEES WtLL NOT t3E REQri iRED OR ALLOwED TO VIEW RAPCRTJON ABOVE THE LIMITS OF 
CcASS I OR BE EXPOSED TO RADIATION ABOVE THE UMl TS SPECiFlED IN 2’1 CFR 1040.11 (c). 

e e& ANY PRODUCT WHICH RELIES ON SCANRiNG TO MEET ACCESS, EXPOSURE, OR PRO= CLASS LIMITS WILL INCDRPORATE A  
SCANNING SnFEGuARO SYSTEM WHtCH DtRECTLY SENSES SCANNER MOTION ANP WnLn WILL @ACT FAST ENOUGH TO 
PRECLUDE UCEERNG THE APPLICABLE LIMIT. 

f X  AL& lABER uGnT Sf=iDWS StwL BE uNDEP THE DIRECT AN PERSONAL CONTROL OF TRAINED. COMPElENT OPERATOR(S).  THE 
OPERnTOl?(S) WILL 

(1) IMMEDIATELY TERMINATE THE EMISSION OF tK%tiT Si iDw RADIATION IN THE EVENT OF ANY UNSAFE CONDITION: 

(2) BE LOCATED WHERE ALL Bk+Md PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES: AND 

(3) BE AN EMPLOYEE OF THE VARIANCE HDCDER WHO will BE  RESPONSIBLE FOR TrrE TR~dluiNt AND CONDUCF OF OPEPnTOR 

a. &TnE MaXIMuM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED TtiE LEVEL REQUIRED TO OBTAlN THE INTENDED EFFECTS 

m &  TtiE PROJECTION SYSTEM (I E., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE LIGHTING EFFECTS 
WILL BE SECURELY MOUNTED OR IMbtOBRkZED-i-0 PREvvENT UNtN?‘fZNDED MOJEWHT OR MISALIGW~~ENT BEAM LIMITS WILL 
BE PROVJDED AS AN INtiEAENf PART OF THE SYSTEM DESIGN TO PREvENT OV&RF~U~NG OF SCREENS, BEAM STOPS, TARGETS. 
El-C 

I -&LASER PROJECTqS WILL NOT BE DELIVERED TO ANr OTHER PARTY UNOER AN AGREEMIZNT OF SALE. LEASE. OR LOAN UNLESS 
AND UNTIL THE RECfPiENT DEMONSTRATES THAT THEY i iAvE A  VARlANCE 3N EFFECT AT THE TlM OF DELIVERY THAT PERMITS 
THEM TO PRORUCE LASER LIGHT SHOWS INWR~ORATING SuCti PROJECTOR. 

J- 15, IN ADDITION TO THE REPuiREMENTS OF 21 CFR 10~0 to (n), TIiE MANUFACTURER OF LASER PROIECTORz3SYSTEMS WILL PROVIDE 
TO PARTlES WNO PURCk@!%E, LEASE, OF4 SORROW TWE EI%&‘MENT, ADECk4ATE USER‘S INSTRUCTlONS FOR SAFE INSTALLATION 
AND OPERATION AND WHICH EXPLAIN THE RESPONS]~ILI~Y OF THE RECIPIENT AS AN INDEPENDENT LIGHT $nOW 
MANUFACTURER TO SUBMlT THE REQUIRED REPORTS AN13 APPLY FOR AND OBTAIN A  VARIANCE FROM CDRH PRIOR TO 
tNTROOUCTlON INTO CDMMERCE OF ANY LASER Lr6HT SHOWS. 

L &THE REQutRI%MEi0S OF 21 CFR 1002.X) (a)(l) AND (2) WILL BE ACCQMPLISHEP THROUGH THE USE OF WFtlTTE# PROCEDURES 
FOR SFlUP ALIGNMENT. TESTING, AND PERFOf?wNCIZ Of EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO 
ENSURE COMPriANCE WITH 21 CFR 1040.10. THE CDNDITI~NS OF l”niS VARJANCE. AN0 CONTROL OF ACCESS TO RADIATION 

AREAS USING THE PROCEDURES MSCRIEiED IN THE bwsi Em3 1 STANDARD FOR TtiE SAFE USE OF CASERS ~AlJlERICm IW~TJOIUAL 
STA$UDARDS INSTiTLiTE, 1430 BROADWAY. NEW YORK, m  laols) CaR ANY OTHER CZQUlVACENT USER CONSENSUS STANDARD AND 
AND, WHERE APPLICABLE. STATE OR LOCAL REOUIREIHENTS LASER RADIATION AREAS WHlCh CAN CDNTAlN RADIATION LEVELS 
ABOVE TIIE LIMITS SPECIFIED IN 21 CFR 1040 II(C). WILL BE CLEAI?LY lDEN’0FlED BY THE POSTING OF WARNING SIGNS ANDOR 
RESTRICTED ACCESS TtiROUGH PHYSlCAc MEANS (SuCn AS PRESJuRE StrviTCnES, PHOTDCELLS. BARRIERS. GUARDS. EFC )- 
THESE REQUIREMENTS APPLY TO TEUPORARY AR&!3 [SUCn AS DURtNG SETUP AND ALIGNME~PROCEDURES) AND TO FINAL 
OR PERM4NENT ARFAB THE VARIANCE HOLDER \Iyiu. RETAm THE RECORDS OF THESE PRCXEDLJRES AND THE RESULTS OF ALL 
TESTS AS REQUIRE@ B’f 21 CFP lo02 31, A  COPY OF THE VARIANCE APPLICATION. THE APPROVAL LETTER, CURRENT PROCEDURES 
AND RECORDS RECA+ING TO EACH PARTICUW? SHOW WILL BE WklH THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND 
WILL BE MADE AVAILABLE FOR INSPECTION BY Fi% AND OTHER RESPONSl8I-E AutnORiTlES 

FORM Fpa 3147 (3187) 
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I & AWAKE WRITTEN nOTJPiCATtON WILL BE MADE AS EARLY AS POSSIBLE TO APPROPRJATE FEDERAL. STATE AND LOCAL 
AUTHORITIES PROMDING !wOW ITtNERARY WlTh DATES AND LOCATIONS CLEARLY AND COMPLETELY IPENTIFIED. AND A BASIC 
DESCRIPTION OF PROPOSED EFFECTS INCLURJNQ A StA~M@lT OF ME MAXJMUM POWER OUTPUT INTENDED SUCH 
NOTIFICATIONS WILL BE t&DE. BUT NO-I- NECf%SAJ?JLY LIMITEDTO. 

(1) THE CEN’I-ER FQR DEVICES AND PADlOLOGlCAL HEALT6-i. OFFICE Of CQMPLIAMCE tHFZ312,,2oaS GArTnER RGAD,ROCKI/1LLE, 
MD ~CJ~~O.PROV~~~~JUG THE INITIAL AND CLG~ING DATES FOR TtIE FIXElI INSTALLATJON AND THE ITINERARY FOP MOEQLE SHOWS 
IN ADDITION. UNLESS AL& ASPECTS OF EACH SHOW nnvE BEEN REPORTED WD THE ACCESSJbN NUMBERS CLEnRLY 
FU3=ERENCu). @kCH NOTICE WJu JNCLUM DETAILED DESCFJ~PTIONB OF Encrl SHCIW ANO A LISTING OF AJ-L EFf ECTS TO BE 
PERFORUED IN BUFFICIENT MTAJL TO CONFIJXM COMPMNCE WJTH THE REGULATIONS AL~D THIS VARLANCE. 

(2) TIIE FEDERAL AvlATJON ADMINIsTRATION (FAA) FOR ANY PROjECTIONS JJ’dTO OPEN AIRSPACE AT ANY TIME (1.E , INCLUDING 
SET-UP. ALIGNMIENT. REHEARBALS. PERFORMANCES. ETC.) IF THE FIIA OBJECTS TO ANY LASER EFFECTS, THE OBXCTiONS 
WILL BE RESOLVEDANP NY CONDITIONS REQUESTED BY FAA WILL BE aDHEREDTO. IF TnESE COlMXTiOJuS CAN NOT BE MET 
THE OBlECISOMAB-LE EFFECTS WJLL BE PELETEO FROM THE SHOW. 

(3) STATE AND LOCAL RADiATlON CONTROL OFFfCEVAGENCfES FOR ALL SOWS TO BE PERFORMED WITi%N THEIR JURISDICTIONS. 
A!-!. REQuJREM?.NTS OF STATE ANR LOCaL LAW WILL EiE SATISFIED aND ANY OtMECTiONS RAISED BY LOCAL AUThOR#TlES 
WILL BE REsOLwED OR THE EFFECTS DE-D. (LISI-S~OF FEDERAL AND STATE OFFICES ARE A~AlLAi%E FROM -lb@ CENTER 
FOR On/ICES AND RADIoLOGICAL WEALTH UpdN REQUEST.) 

14 REMaRKS 

.-- 

15. SIGNATURE 16. NAME flypaw Rim) r 17 TITLE 
Fan Yang PeBfoBmer 

i GJze f&P42 
, 


